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DEXTROSI’AT,@ 
Dextroamphetamine 11 
Sulfate @ 
Tablets, USP Rx only 

WARNING 1 

I AUPHETAMINES HAVE A 
HIGH POTENTIAL’ FOR 
ABUSE. ADMINISTRATION I 
OF AMPHETAMINES FOR 
PROLONGED PERIODS OF 
TIME MAY LEA0 TO DRUG 
DEPENDENCE AN0 MUST 
EiE AVOIOEO. PARTICULAR 
AlTENTION SHOULD BE 
PAID TO THE POSSIBILIM 
OF SUBJECTS OBTAINING 
AMPHETAMINES FOR NON. 
THERAPEUTIC USE OR 
DISTRIBUTION TO OTH- 
ERS. AN0 THE DRUGS 
SHOULO BE PRESCRIBE0 
OR DISPENSED SPAR. 
INGLY. 

DESCRIPTION 
OexrtoSfat~ (dedtoamphetamine 
sulfafe] is rhe deNo isomer of the 
compound dJamphetamine SOI. 
fate. a sympa(homimelic amine 
of the amphetamine group. 
Chemically. dextroamphelamine is 
d-alpha.me~hylphenelhylamintr, 
and is pfeiefll in aff ~OImS Of 
RflroSrat3 as lhe neultal sulfale. 
lt has a chemical formula of 
{C$~,JN)~~~ZSO~ and a molecular 
weight of 368.50. 
Suucrural Formula: 

Each Iablel. for ora! adminislta 
~:on. confains dexlroamphelamine 
sullare USP. 5 mg or 10 mg. Each 
tablet also conlams Iha following 
tnactrve ingredieno: acacia. corn 
starch. laaose monohydrate. msg. 
rzsim skw5:o. suctcsc. 10 mg 
tablet contains scdium slarch glp 
colate 5 mg and 10 mg tablets 
conlam FDLC Yellow W5 (tat. 
trazine). 
CLINICAL 
PHARMACOLOGY 
Amphetamines are nOn-Cale~ 

cholamine. sympa~homimelic 
ammes mlh CNS slimdanl adiviry. 
Penpheral actions i&de eleYa* 
t~cns of systolic and diaslolic blood 
pressures and weak bronchodilalot 
%d respitaloty stimu!anl action. 
There is neilhet specific evidence 
v,hlch clearly establishes the 
mechanism whereby amphefa- 
manes produce meo~al and behave 
ioral etfe& in children, nor WI& 
see evidence regarding how IheSe 
eltis telale lo rhe 0Xdbn Of U@ 
centta[ nervous system. 

. 

Pharmacokinetics 
The single ingestion of hvo 5 mg 
tablets by healthy volunleets p 
duced an average peak detircam- 
pheiamine blood level of 
28.2 nglmL at 2 hours posl-admin. 
isttalion. The average half-life was 
lg.25 hours. The average urinary 
recovery was 45% in 48 hours. 
INDICATIONS AND USAGE 
Oexttoamphetamine Mate tablets 
are indicated: 
1. In Narcolepsy. 
2. In Attention Deficit Disorder 

with Hyperactivily, as a? inte- 
gtal part of a tofal treatment pro. 
gram which typically indcdes 
other remedial measures (psy. 
chologicat, educational, s&j 
for a stabilizing effect in pedi. 
atric patients (ages 3 to 15 
yeats) wilh a behavioral sjn- 
drome chatactarized by the lol- 
lo,ving group of developmeniaJy 
inapproptia:e symptoms: n&et- 
ate to severe disltactibility. short 

attention span. hyperactivity, 
emotional labilig and im;clsiv- 
ity The diagnosis of this syn 
drome should nol be mad? tii(h 
linalily when these symp:oms 
ate only of comparatively recent 
origin. Nonlocalizing (so?) new 
tological signs, learning diiabil- 
ity. and abnormal EEG mq ot 
may noI be present. and a diag 
nosis of cenltal WNOUS system 
dysfunction may or ma./ not be 
warranted. 

COEITRAItlDICATIONS 
AdvanceC arletioscletosis. symp 
loma:ic cardiovascular disease, 
m&era!e 10 severe hypenension, 
hyper$qrodism. known hflersen- 
srti~ty of idrosyncrasy lo tie sym 
palhonmel!C amines. @usma. 
Agea!ed sts!eS 
pallen:s wllh a his:or/ Of drug 
abuse 
ourlng 0, viilhm 14 day !oi!owing 
t,e adma~s:talion of mcnoamine 
oxldase ~~h~txtots (hy;enensive 
ct~ses may tesuh). 
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PRECAUTIONS 
General: Caurion is 10 be exe0 
clsed tn prescribing amphelamines 
lor par;enIs wtlh even mild hyper. 
tension 

The least amoun1 basible should 
be prescnbeC or dispensed al one 
bme m order 10 minimize the possi- 
bMy of overdosage. 

Thuse prcducls conlain FDbC 
Yeilow Ko. 5 (IarIraiinej. ivhich 
may cause allergic.type reactions 
(includmg bronchial aslhma) in cer. 
ml susceptrble individuals. 
Althouoh lhe overall incidence of 
hypers&I~v~Iy in the goneralpop 
ulaI8on IS low. 11 is frequently seen 
in pa!lenIs who also have aspirin 
hypersensmvlty. 

Informalion for Patients: 
Amphelammes may impair the 
ablllty 01 Ihe paben lo engage in 
poIenIlally hazardous aclivities 
such as opralmg machinery of 
vehrcles. Ihe palien should there- 
lore b2 cauboned accordingly. 
Drug lnteraclions 
AcldQng ago& - GasIrointesIinal 
acldQng agenIs (guanelhidine. 
reserptne. gIuIamic acid HCI. 
ascotblc sod. !ruiI juices, etc.) 
IOW atsorpilon of amphelaminet. 
Urinaq ac&y:ng agents (ammo- 
mum c*.tor:Ce: Mum acid phos. 
pha:e. etc ) increase lhe a3nceotfa~ 
tlon of the icnired species 01 the 
amphe:3mlne molecule. thereby 
mcrexrng unnary excretion. Bath 
grot;;s 01 aGents lower blood levels 
and 2ff;cacy of amphefamines. 
Adrecqc blockers-Adrenergic 
blcciers are mhlblled by amphelh 
m:r.os 

Ahbzlflg ag~nIsCasIroinIesIrnaf 
alkalinizing agents (sodium bicar- 
bonate. elc.) increase absorption 
of amphe!anines. Urinaq afkafin. 
izing agenls (acetazolamide. some 
lhiazides) increase the ConcenIra. 
lion of the nonGonized species of 
the amphetamine molecule, 
lhereby deueasing urinary excre- 
lion. Bo:h groups of agents 
increase blcod levels at-d therefore 
pGenfiate the actions of ampheta. 
mines. 

AnIidepressanIs. tricydic&n~het~ 
amines may enhance the ativityof 
lricyclic or sympathomimefic 
agents; d-amphetamine with 
desipramine or proI@yline and 
possibly other tricycfics cause 
slrikiflg and sustained increases in 
the concenlration of &unpheta- 
mine in the brain; cardiovascular 
effecls can be poIen(iated. 

MAO inhibilors-MA01 anIidepes. 
sants. as well as a meIab3Iiie 01 
lurazolidone, 40’~ amphelamine 
merabolism. This slowing potenti. 
ales amphetamines. increasing 
rheir effed on the release of noreg 
inephrine and olher monoamines 
from adrenergic nerve endings: 
this can cause headaches and 
other signs of hypertensive crisis. 
A variety of neurological toxic 
effects and malignan hyperpyexfa 
can occur, sometimes wiIh fataf 
results. 
Anlihislamines-Amphetamines 
may counlerJcr Ihe sedalve effect 
01 anllh&tammes 
AnlihyperIensives-Amphet- 
amines may anlagonize the 
hypotensive eBeas of anlihyper- 
tensives. 
Chlorpromazine-Chlorpromazine 
blocks dopamict and norepineph- 
rine reuplake. Ihus inhibiting Ihe 
central stimulant effects Of amphet- 
amines, and c&-i be used lo treat 
amphetamine pa6oning. 

Elhosuximide-Anphsfarnines may 
delay iaesonal akorptjon of e’t& 
suximide. 

Haloperidoi-Ha:;Fer;dol blocks 
dopamine ar.d norepinephrine 
reupIake. lhus inhibiting Ite ceoval 
sIimulan1 eff ecIs cl amphetamines. 

Lithium carbona:+The stimufatory 
effects of amphaamines may be 
mhlblled by Illhcn carbnate. 

Meperldme-Ampbetanines poien. 
Me the analgeu: elect of meperi- 
dine. 
hfetnenamins therapy-Urinary 
excretion of amphetamines is 
increased, and e!!cacy is reduced. 
by acidifymg agenls used in 
melhenamlne lkerapy 

Norepinephrme-Amphetamines 
enhance Ihe alrenqic effti of 
norepinephrine. 

Phenobarbilal-Amphetamines 
may delay in:esboaf abscrplion of 
phenobarbital. co.adminisIration of 
phenobarbilal may produce a syn 
ergisbc anlrconnlsanl adon. 

Phenytoin-Amptelamin;os may 
delay inleslmal absorption of 
phenytoin: co.a<ministralion of 
phenfloin may produce a synergic 
11c ar.liconvulsani abcn. 

Propoxyphene-In cases of pro- 
poxyphene ov%cnq?. ampheta- 
mine CNS sPmula:co is po:entiated 
and fatal convu1s.cr.s can OCQ(I. 

Veralrum alkalciCs-Amphetamines 
inhlblt the hypo:ensive elfe-3 of 
veretrum alicalods. 

Drug/Laboralory Test 
Inte;aclions . 
l Ampheta.zdt?s can cause a sig. 

nihcant e%razon in piasma cof- 
Ilcosleroid !evels. This increase 
is greales: in the evening. 

0 AmpheIamEes may inIerfete 
wi1h urlnari s:eroid deIermina. 
lions 

Carcinogentsis/Mulagentsis: 
Mutagenbij sV;dies asd long4erm 
studies in a-imals to determine the 
carcmogeci; poler.:iaf of 
DexlroSra:~ [lexuoampbetamine 
sullale) has? 3~: been performed. 

Pregnancy-Teralogenic Effects: 
Pregnancy Ca:egory C. Oexlro. 
ampheIamln2 has been Shown lo 
have embryc!oxic and leratcgenic 
ellects when administered lo NJax 
mice and C%L mice in doses 
approxima:eig 41 limes the maxf- 
mum human dose. Embryoioxic 
effects wse not seen in New 
Zealand whiz rabbits given the 
drug in doses 7 limes the human 
dose nor in ra:s riven 12.5 times 
the maximum human dose. While 
Vlere are no adequate and welf- 
conlrolled s:udies in pregnant 
women, U,er2 has been one report 
of severe czngenilal bany de@ 
mity. tratiecescphageaf fistula, tid 
anal alresia Na:er association) in a 
baby born to a Human tie- took 
dextroanph8amine sulfate with 
fovastatin dcring the Srst trimester 
of or2ana.m. Dextroamphelamine 
shduld-te &d during &qMncy 
onlv il the tciential benefit iustiCes 
Vle’potentiai risk to the fetu;. 

Nonferalogenic Effects: Infants i 
born to mothers dependent on 
amphetamines have an increased 
risk 01 premature delivery and fOW 
birlh weighl Also. these infarlls 
may experience symptoms 01 with- 
drawal as demonstrated by dy% 
phoria. including agitation, and sig 
nilicant lassitude. 

Nursing Mothers: Amphetamines 
are excreted in human milk. 
Mothers taking amphetamines 
should be advised lo refrain from 
nursing. 
Pediatric Use: Long-term effects 
of amphelamines in pediatric 
patients have not been well estab 
lished. 

Amphetamines are not reCOm- s - 
mended for use in .pediaIrfc 
palients under 3 years of age with 
AlIenlion Celicit Disorder with 
Hyperactivity described under 
INDlCATlONS AND USAGE. 



Clinical experience suggests that 
in psychotic pediatric padenls, 
administrafion 01 amphelamines 
may exacerbate symploms of 
behavior disturbance and thought 
disorder. 

Amphetamines have been reported 
to exacerbale motor and phonic 
tics and Tourette’s syndrotxe. 
Therefore. clinical evaluation for 
tics and Tourettef syndrome in 
pediatric pabents and their lamities 
should precede use of stimulant 
medications. 

Oata are inadequate to determine 
whether chronic administration 01 
amphetamines may be associated 
with growth inbbibon; thodof~, 
growth should be monitored during 
treatment. 
Drug treatment is not indicated in 
all cases of Attention Deficit 
Otsorder with Hyperaclivity and 
should be considered only in lighl 
of the complete history and evalua. 
tion of the pediatric patienl The 
decision lo prescribe ampheta- 
mines should depend on the physi- 
cian’s assessment of Ihe chronicity 
and severi:y ol the pediatric 
patient’s symptoms and lheir 
appropriateness lor hislher age. 
Prescription should not depend 
solely on the presence Of One Or 
more of the behavioral characteri> 
tics. 
When these symploms are as%i- 
ated with acute stress reactions. 
treatment with amphetamines is 
usually not indicated. 

AOV&SE REACTIONS 
Cardiovascular: Palpitations, 
lachycardia. elevation of blood 
pressure. There have been iso. 
lated reports 01 cardiomyopalhy 
associated with chronic arnpheta. 
mine use. 

Central Nervous System: 
Psychotic episodes at recom. 
mended doses (rare). overstimula- 
tion, restlessness, dizziness, 
insomnia. euphoria, dyskinesia. 
dysphoria. tremor. headache, 
exacerbation of motor and phonic 
tics and Tourette’s syndrome. 

Gaslrointestinal: Dryness of the 
mouth. unpleasant taste, diarrhea, 
cons:ipation. other gasbointestinal 
disturbances. Anorexia and weight 
loss may occur as undesirable 
elfecls. 

Allergic: U&aria. 

Endocrine: Impotence. chanoes in 
libido. - 

DRUG ABUSE AND 
DEPENDENCE 
Oextroamphetamine sulfate tablets 
are a Schedule II controlled sub 
stance. 

Amphetamines have been exten- 
sively abused. Tolerance, extreme 
psychotogical dependence and 
severe social disability have 
occurred. There are reports cl 
patients who have increased the 
dosage to many times that reton- 
meneed. Abrupt cessation follow 
ing prolonged high dosage admin. 
islratron fesuhs in extreme fatigue 
and mental depression; changes 
are also noted on the sleep EEG. 
Mandestations ol chronic intoxica- 
non wrth amphetamrnes include 
severe dermatoses. marked 
insornnra. irritability. hyperactivity 
and personality changes. The most 
severe manifestation of chronic 
intoxication is psychosis, often 
clmicaliy indlslinguishable from 
schzophrenia Thrs is rare with 
oral ampheljmlnes 

OVEROOSACE . 
Indlvtdual patient response to 
amphetamines varies widely. While 
toxic symptoms occasionally occur 
as an idiosyncrasy at aoses as low 
as 2 mg. they are rare with doses 
01 less lhan 15 mg: 30 mg can pro- 
duce severe reactions. yet doses 
ol4CO to SC.0 mg are not necessar. 
ily fatal. 

In rats. the oral Lb of dextroam. 
phetamine sulfate is 96.8 mgf&g. 

Mandestalions 01 acute over- 
dosage with amphetamines 
include restlessness, tremor, 
hg;erreflexia. rhabdomyolysis. 
rapld respiralion. hyperpyrexia. 
con!usion. assauloveness, halluci- 
na9ons. panic states. 

Fa:igue and depression usualty Iol- 
low the central stimctatiwr. 

Cardiovascular effects include 
arrhythmias, hypertension or 
hypotension and circutatcry col- 
lapse. Gastrointestinal symptoms 
include nausea. vcmiting. diarrhea 
and abdominal cramps. Fatal poi- 
soning is usuatly preceded by con- 
wtsions and coma 

..- 
TREATMENT-Consult with a 
Certified Poison Control Centef 
for up.to-date guidance and 
ndvice. Management 01 acute 
amphetamine intoxication is largely 
symplamatic and includes gastric 
lavage. administration cl adivated 
charcoal. administration of a 
cathartic. and sedation. Experience 
with hemodialysis or peritoneal 
dialysis is inadequate lo permit 
recommendalion in this regard. 
Acidification of the urine increases 
amphetamine excretion, but is 
klieved to increase risk of acute 
renal failure il mycglobinuria is pe 
sent II acute. severe hyPertetion 
complicates amphetamine over- 
dosage. administralion of intra- 
venous phentolamine has been 
suggested. However. a gradual 
drop in broad pressure will usually 
result when suliicient sedation has 
been achieved. 
DOSAGE AND AOMlNtSTFtATtON 
Amphelamines shou!d be adminis- 
tered al Ihe lowest effective 
dosage and dosage should be ‘ndi. 
vidually adjusied. lale evening 
doses should be avoided because 
of the resulrimg insomnia 
Narcolepsy: Usual dose S lo 
t3J mg per day in divided doseS. 
dependmq on the individual patient 
response 
Narcolepsy seldom ~curs in pedi. 
atnc pabents under 12 years 01 
age: however. when it does, 
OeztroStats (dextroamphetamine 
sulfate) may be used. The suq- 
gested initial dose for patienls 
aged 6 to 12 is 5 mg daily; daily 
dose may be raised in increments 
of 5 mg at weekly intervals until 
op:lmat response IS obtained. In 
pabents 12 years 01 aqe and older, 
start with IO mg daity: daily 
dosage may be raised in inae. 
menls ol 10 mg at weekly inlervals 
until optimal response is obtained. 
II bothersome adverse reaCtiOnS 
appear (e q.. insomnia Or 
anorexia). dosage should be 
reduced. Give Srsl dose on awake 
ening: additlonal doses (1 w 2) at 
mtervals of 4 to 6 hours. 
Attention Deficit Disorder rith 
Hyperactivity: Not recommended 
Ior pedlatnc patients under 3 years 
d ;ge. 
In pediatric Patients tram 3 lo 5 
yrars of age, starl with 2.5 mg 
daily; daily dosage may be raised 
in increments of 2.5 mg at weekly 
mierfals until optimal response is 
obtamed 

In pediatric patients 6 years of 
age and older, start with 5 mg 
once or tv%e daily; daily dosage 
may be raised in inuements of 5 
mg at week>{ intervals until optimal 
response is obtained. Gnty in rare 
cases wrll it be necessary to 
exceed a total of 40 mg per day. 
Give list dose on awakening: addii 
tonal doses (1 or 2) at intervals of 
4 to 6 burs. 
Where’ possible. drug adm*hisaa- 
lion should be interrupled oaa- 
sionally to determine if mere is a 
recurrence cl behavioral symg 
toms sunicent lo require continued 
therapy. 
HOW SUPPLIED 
DextroStat,, (dextroamphcta- 
mine sulfate) TabIets are avaiC 
able as foltows: 
5 mg Yellow. Round, Scored Tablet 
debossed ‘RP’ on one side and 
‘51’ on the other side. I 
NOC 11; 53521-451~1 for 100s j 

58521-451.05 for 5% 
58521-451.10 lor IccOs 

10 mg Yellow. Round, Double- ! 
Scored Tatlet debossed ‘RP’ cn ! 
one side and 72’ cn the other 
side. 
Ncc 2: Sas.?t-452u1 for la% 

5d521-052.05 for 500s 
Oispense in a tighf container as 
defined in the USP. Store at an- 
Irolled rcom lemperature W-WC 
(59’.66’i). 
OEA Orcer Form Required. 

Shire Richaood Inc. 
Florence. KY 41042 
l-800-536.7876 
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